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Art Unit: 4193 

DETAILED ACTION 
Priority 

1. Receipt is acknowledged of papers submitted under 35 U.S.C. H9(a)-(d), which papers 
have been placed of record in the file. 

Specification 

2. The abstract of the disclosure does not commence on a separate sheet in accordance with 
37 CFR 1.52(b)(4). A new abstract of the disclosure is required and must be presented on a 
separate sheet, apart from any other text. 

3. The spacing of the lines of the abstract is such as to make reading difficult. New 
application papers with lines 1V2 or double spaced on good quality paper are required. 

Drawings 

4. The drawings are objected to under 37 CFR 1.83(a) because they fail to show "the 
periphery 10 of the oblong member" as described in on page 14, line 30 of the specification. Any 
structural detail that is essential for a proper understanding of the disclosed invention should be 
shown in the drawing. MPEP § 608.02(d). Corrected drawing sheets in compliance with 37 CFR 
1.121(d) are required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. The figure or 
figure number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, and 
where necessary, the remaining figures must be renumbered and appropriate changes made to 
the brief description of the several views of the drawings for consistency. Additional 
replacement sheets may be necessary to show the renumbering of the remaining figures. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top margin 
as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If the changes are 
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not accepted by the examiner, the applicant will be notified and informed of any required 
corrective action in the next Office action. The objection to the drawings will not be held in 
abeyance. 

Claim Objections 

5. Claims 1-19 are objected to because of the following informalities: 

For claims 1, 5, & 15: the word "bend" is misspelled; it should be changed to -bent--; 
For claim 10: it is dependent on the non-preceding claim 11; the examiner believes that 

claim 10 is dependent on claim 9 and has carried out the examination of this instant 

claim under that assumption; 
For claim 10: the statement is grammatically incorrect; "is" should be changed to -are-. 
Appropriate correction is required. 

Claim Rejections - 35 USC §102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1-5, 8, 13, & 15-16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Bolmsjo (WO 02/36192). 

With regard to claim 1, figure 2 of Bolmsjo teaches a device for opening a human bladder 
comprising an oblong member for opening the urethral sphincter (page 13 lines 18-20 where 
"the point of closing or the obstruction of the urethra" is interpreted to be the urethral 
sphincter), said oblong member (#10) comprising means for draining fluid from the bladder 
(#17), and a guide member (#14) for manipulating the oblong member, wherein the guide 
member in a first configuration is bent (as shown by the curvature of #14) and the guide 
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member allows unfolding from said first configuration into a second configuration (as shown by 
the straight configuration of figure 4) allowing for insertion of the oblong member in a urinary 
tract (as shown by figures 8-10, page 10 lines 29-31). 

With regard to claim 2, Bolmsjo also teaches that the cross-sectional area of a major part 
of the guide member (#14) at least in said first configuration (as shown by the curvature of #14 
in figure 2) is substantially smaller than the cross-sectional area of the oblong member (#10). 

With regard to claim 3, Bolmsjo also teaches that in said second configuration (as shown 
by the straight configuration of #14 in figure 4) the cross-sectional area of a major part of the 
guide member (#14) is smaller than the cross-sectional area of the oblong member (#10). 

With regard to claim 4, Bolmsjo also teaches that the guide member (#14) in said first 
configuration is rolled (as seen in the curvature of #14 in figure 2). 

With regard to claim 5, Bolmsjo also teaches that at least a part of the guide member 
(#14) in said first configuration (as shown by the curvature of #14) is bent by an essentially 
elastic formation of said guide member (as seen from the lack of kinks of #14 in all figures). 

With regard to claim 8, Bolmsjo also teaches that the guide member (#14) comprises 
gripping means (#15). 

With regard to claim 13, Bolmsjo also teaches that at least part of the device is provided 
with a surface which is hydrophilic (page 6 line 10, where silicon or polyurethane inherently has 
some hydrophilic properties). 

With regard to claim 15, Bolmsjo also teaches that the oblong member (#10) allows 
storage in a bent configuration (see figure 2). 

With regard to claim 16, figure 11 of Bolmsjo also teaches a guiding device (#28, #29, & 
#22') with a compartment (inside #22') for guiding drained urine (#22' is left hollow and 
therefore capable of guiding drained urine when left at the entrance to the urinary canal), the 
guiding device being adapted to convey the oblong member (#10, not labeled) from the 
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compartment (#29 is designed to push the oblong member away from the compartment) and 
into a urinary canal. 

Claim Rejections - 35 USC §103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claims 6-7 are rejected under 35 U.S.C. 103(a) as being obvious over Bolmsjo" (WO 
02/36192) in view of Gambale (U.S. Patent 6,231,564). 

With regard to claim 6, Bolmsjo teaches the device of claim 1 but does not teach that it is 
packed in said first configuration, wherein the guide member is adapted to unfold upon un- 
packaging of the device. However, figures 5-7 of Gambale teach a guide member (#20) packed 
in said first configuration wherein the guide member is adapted to unfold upon un-packaging 
(tab #24 keeps the package together) of the device. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify Bolmsjo so that the guide 
member is packed in said first configuration and adapted to unfold upon un-packaging as taught 
by Gambale for the purpose of preventing kinks in a long guide member. 

With regard to claim 7, Bolmsjo teaches the device of claim 1 but does not teach that the 
guide member is made of metal or from a polymer material or from a composite material. 
However, Gambale teaches that the guide member (#20) is made of metal (Col. 9 line 23) or 
from a polymer material or from a composite material. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to incorporate the material taught by 
Gambale in the device of Bolmsjo for the purpose of achieving the desired rigidity and flexibility 
required for the guide member utility. 
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10. Claims 9-12, 14, & 17 rejected under 35 U.S.C. 103(a) as being obvious over Bolmsjo (WO 
02/36192) in view of Tihon (U.S. Patent 5,562,622). 

With regard to claim 9, Bolmsjo teaches all of claim 1 but does not teach that the device 
further comprises a slack tube, the slack tube being less rigid than the oblong member. Tihon 
teaches a device for opening a human bladder comprising a slack tube (#24 or #26, both point 
to the same feature, see figure 1). Therefore it would have been obvious to one of ordinary skill 
in the art at the time the invention was made to modify Bolmsjo with a slack tube as taught by 
Tihon for the purpose of facilitating collection of urine (e.g. directing the flow of urine into a 
collection bag). It is asserted by the examiner that making the slack tube less rigid than the 
oblong member is an obvious case of design choice because its rigidness does not contribute to 
its function in urine collection. 

With regard to claim 10, in the modification of claim 9, Tihon also teaches that the slack 
tube and the oblong member are provided in one piece (see figure 9). 

With regard to claim 11, in the modification of claim 9, Tihon also teaches that the slack 
tube is longer than the guide member (Col. 4 lines 22-24). 

With regard to claim 12, in the modification of claim 9, Tihon teaches that the slack tube 
comprises gripping means (Col. 6 lines 15-16, inherent in the phrase "pulling on the tube 26") 
but does not teach that the gripping means is used for removing the oblong member from a 
urinary canal. It is asserted by the examiner that while Tihon teaches said gripping means for 
detaching the slack tube from the oblong member, the same gripping means can function to 
remove the oblong member from the urinary canal as long as the user does not simultaneously 
employ a stabilizing push rod (#52) to hold the oblong member in place. Therefore it would 
have been obvious to one of ordinary skill in the art at the time the invention was made to 
incorporate the gripping means as taught by Tihon for the removal of the oblong member. 
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With regard to claim 14, Bolmsjo teaches all of claim 1 but does not teach that the oblong 
member is solid. Tihon teaches that the oblong member (#12) is solid. It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify Bolmsjo 
with Tihon for the purpose of providing an oblong member that has desirable elastic memory 
properties without the addition of a metal wire. 

With regard to claim 17, Bolmsjo teaches the device of claim 16 but does not teach that it 
further comprises a receptacle in fluid communication with the compartment of the guiding 
device. Tihon teaches a device for opening a human bladder comprising a receptacle connected 
to the urine collection tube of the device (Col. 5 lines 15-18). It would have been obvious to one 
of ordinary skill in the art at the time the invention was made to incorporate a receptacle as 
taught by Tihon into Bolmsjo for the purpose of allowing for easier clean-up. After the 
modification, the receptacle would be in fluid communication with the compartment of the 
guiding device because the guiding device acts as a urine collection tube (as disclosed by the 
applicants in claim 16). 

Allowable Subject Matter 

11. Claims 18-19 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

With regard to claim 18, no prior art has been found to show or suggest the device of 
claim 16 "further comprising sealing means to seal between the compartment and the urinary 
canal" in combination with the limitations of recited in the claim. 

With regard to claim 19, no prior art has been found to show or suggest the device of 
claim 16 "wherein the receptacle is formed in a flexible material allowing manipulation of the 
guide member through a wall of the receptacle" combination with the limitations recited in the 
claim. 
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Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Rosenberg et al. (U.S. Patent 4,692,149) teaches a catheter comprising a flexible 
drainage shaft and a removable connector. 

Burton et al. (U.S. Patent 4,909,785) teaches an apparatus for drainage that opens the 
urethral sphincter. 

Haacke et al. (U.S. PGPub 2002/0123739) teaches a ureter drainage device with a sliding 
hose coupled to the urethral catheter. 

Eshel et al. (U.S. PGPub 2003/0153899) teaches a catheter comprising first and second 
tubular members and connectors for communication with exterior receptacles. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUSAN SU whose telephone number is (571)270-3848. The 
examiner can normally be reached on M-F 8:3oAM-6:ooPM EST (alternate Fridays off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long T. Nguyen can be reached on 571-272-1753. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



S. Su 



/Long Nguyen/ 
Supervisory Patent Examiner 
Art Unit 4193 



